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DETAILED ACTION 



r* a Art TTnit location of your application in the PTO has changed. To aid in 
1. The Group corr es P ondence regarding this application 



1600. 

2 . Claims 1 - 1 9 are pending. 



3 . Applicant's election with traverse of Group n, l*-^ 1 ^ encompLed 
Paper No'o is acknowledged. by the Cairns of 

by Group II could be examined at the same time as tne ™° f d persuas i v e 

(Lips m-vm because die searches wouM - J^^S^^-, «he sLhes are 

^entrd=r^e^ 

UP °t»e~t is still deemed proper and is therefore made FINAL. 

A Claims 1-2 4 7 9-10, 13 and 18-19 are withdrawn from further consideration by the 
etan»ne"A § 1.142(b) as being drawn to nonelected inventions. 

5. 35 U.S.C. § 101 reads as follows: mam.facn.re, or composition of m»u« 

" — ' ^;:=^r^&en, tneroforc, „ »o condition, and 

requirements of this title". 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

* ^M. sfcaU conlain a ™«n descriptio, , ofthc J^^%~ SET* 

asserted utility or a well-established utility. 

Theinstantclann^^ 
^^^^^^^^^^^^ 
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f qpo m NO- 1 and an immunogenic fragment of SEQ ID NO: 1 . The 
amino acid sequence of SEQ ID NO.1 and an imm g c ^ gubstantial 

instant claims are not supported in the instant ^^^^ ig P a specific , substantial, 
asserted utility or a well-established utility. A ^ U ^^3ted by the specification's 
and credible utility that is well known, immediately apparent, or implied oy P 
disclosure of the properties of a material. 

The instant specification discloses on page 14 lines 
encompasses a polypeptide comprising the ^^^^^t discovery of a 
specification also discloses on page 14, ^.^^^.^^(0^). However, the 
new human growth associated protease ^^T^^^^Qm NO:l is 
examiner notes that nowhere is it disclosed ^^^^^de comprising SEQ ID 
GAPIP. Therefore technically there is no asserted po^ep p ^ 

NO:l, and no asserted utility -to an antib d y to ^ a§ being the amin0 

of the disclosure, for examination purposes bbQ iu inu APPLICANT IS 

acid sequence of GAPIP. (IE see page 14 of the instant specification) at 
REQUIRED TO CLARIFY. 

The instant specification discloses on page M^J-J ^ ^ sion of 
reproductive, deve.opmental, * ^Sto and'based on 
GAPIP in cancer, immune, reproductive, S^ 01 "™' °V Dre . inter . a .trypsin inhibitor 

GAPIP is being expressed, IE mRNA or protein. 

However, without more guidance ^.^^^^Z^ 
disclosed asserted utilities of a protein comprising ^ in of SEQ t N0: 1 

established for the following , J^^" £ nucleic acid 

is actually '^^^^^ and/or extended nucleic acid sequences (see 
sequence (SEQ ID NCX2) derived rrom ov w b ^ nQt necessan i y 

page 14, lines 10-17). The presence of GAPIP RNA _(i that is t ' } 76:867 . 879) 

mean that the protein is translated, as '^^^^^^^J;^ in inhibition 
who teaches translation^ regulation mediated by ^^^^^Li that there is no 
of translation initiation (see entire article, ^!^^^^ ) a ^ , ^ 8tallt specification 
teaching in the prior art of a protein comprising SEQ ID NO. 1 , and 
discloses only prophetic examples. 

Further, the diseiosed asserted unities ''^^^^t^.S'SS 
hei„ f considered eo— * . ^2^^^™ ^tions <hou g h 
^ZSSZLTZZZ does no, Lpress GAPIP. It is noted tha, tissue specfte 
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expression data by itself does no. rely 

polypeptides. However, in the absence 01 any information obtained from an 

polypeptides and any function or ^ on the observation itself, 
expression profile would only serve as the ^basis to ^ ^ , 

"Congress intended that no patent be gra ^ JAj^J^ 148 USPQ at 696. 
consists of its potential role as an object of use-testing. Brenner, 

r*-A »tilitv disclosed bv the instant specification on page 25, lines 
Furthermore the asserted ^ antibod ma y be used directly as an 

20-23, for an ^^^^^La for bringing a pharmaceutical agent 
antagonist or indirectly as a targeting , or y subs tantial asserted utility, 

to cells or tissue which express GAP1P, is neimer b P c substantial 

.sertedX^^^ 

Interim Utility Guidelines available at w^ujptagov. 

7. Cain. 3, 5-6, 8 and I s^ifc and 
paragraph. r a wXstablished utUity for the reasons 
JeSl~S ^ c^at wlldl. know now t „ use the claimed invention. 

8 . Cairns 3, 5-6, S and U-H -J^L^S^- 

as containing subject matter which was not ^ventcrfe) at the time the 

rejection. 

Ito Sequence of SEQ ID NO:l and an immunogenic fragment of SEQ ID NO.l. 

iHmtitv terminology in the instant claims, said isolated polypeptide 
By reciting percent identity terminology u „f amino acid substitutions in 

the sequence of SEQ ID NO: 1 , other than SEQ ID NO. 1 itself 

, , • thp ^.fant claims with open language of comprising. The 
instant ^SS™^ *° immunogenic fragment refers , 
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fragments of GAPIP which are preferably ^"tllZ^^Z Z 
biological activity or irnmunologtcal b J™2t7w^eoco^»ss an antibody 

the instant claims with open language of compnsmg rhe p M residues in 

directed to a polypeptide with an SSj.^SLw biologically active 

addition to only 5 consecutive residues of SEQ ID NO. 1 . rage ia occurring 
refers to a protein having structural, regulatory, or taoctemta I tactton ot a na^ y * 

molecule, and discloses that ^ olo f> cM ^^Z ,„ TwuTspecific antibodies. 

"ds^u^ 

^^ran=tr;,o™r^ 

^^^^^^^^ - 

said fragments is not adequately described. 

least 90% sequence identity to the sequence of SEQ ID Na H a ? 10l0 »^ wo m * 
leasi yyj j , immunogenic fragment of SEQ ID NU. l, 

sequence of SEQ ID NO: 1 or an immunogenic fragment of SEQ ID NU. 1 , 

It is noted that though the claimed invention is directed to an antibodies to polypeptides 

genus. Regents of the University of California v. Eh Lilly&Co., 119F3d 1559, law, 
1398, 1406 (Fed. Cir. 1997). 

The skilled artisan cannot envision all the contemplated antibodies and therefore 
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conception cannot be not achieved until reduction to ^^^^Z^ 
complexity or simplicity of the method of isolato^ Adequate wn ten J ^ 
than a mere statement that it is part of the invenfcon J^f^ * 160 l, 1606 

isolating it. The nucleic acid itself is required. See ^7^' fo usP02d 1016 
(CAFC 1993) and AmgejiJncJylCk icni Pharma ceu tical Co. Ltd. , 18 USPQ2d 1016. 

whatever is now claimed. " (See page 1117.) 

, • 1{ , 5 ^u i? a ndl4-17are rejected under 35 U.S.C. 112, first paragraph, 
10. Claims 3, 5-6, 8 and 1 1-12 and 14 1 / are reje . h as t0 

make and/or use the invention. 

Tte instant claims are town ,0 an antibody ,o an ^^^Z^uL 
amino acid science of SEQ ID NO: 1 a naunahy 
90% sequence identity to the sequence of SEQ ID NO. l , a °'°>°S"- y 
amtao add sequence of SEQ ID NO: 1 and an immunogenic fragment of SEQ ID NO.l. 

SEQ ID NO: 1 and an immunogenic fragment of SbQ id »u. i • 

Furthermore the instant specification provides insufficient r^^™*™ 
regarding^ to make an antibody reactive with a 

hating at leas, 90% sequence identrtyto <h< .sequence fra^mentof SEQ ID 

commensurate with the enablement provided by the disclosure with regard 
number of antibodies, broadly encompassed by the claims. 

„w iAmtitv terminology in the instant claims, said isolated polypeptide 

lequence having at least 90% sequence identity to the sequence of SEQ ID NO.l, nor 
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antihody to a natu* occurring ^g^SS? ^ '° % ^ ^ 
the sequence of SEQ ID NO:l, other than SEQ ID NO.l itselt. 

„ is known in the art that even single amino acid ^«*^»£Z$£ 
amino acid sequence can have — "l"^^.! 
Abaza et al (J. Of Protein Chemistry, 1 1(5).433 444 wnc > i reactivity 0 f a monoclonal 

outside the antigenic site of a protein can ^^^f^SS « The 
antibody directed to the antigenic site (see ^^^^ n tantly recited 
specification provides insufficient guidance as to the funct, ^£ 1 amin0 acids of 

polypeptides. Without such guidance, such as as 0 ^ s lU ^ the function of a 

SEQ ID NO:l could be replaced by other amino ^^^^ ^ is 
GAPIP protein is unpredictable and the ^T^T^^^ 19 24 (CCPA 
unnecessarily and improperly *—™^ a * t^'^ol**** necessary 
1970) indicates that the more "^fJSng an antibody to a naturally 

in order to satisfy the statute. Without further ^^^^^ t0 the sequence of SEQ ID 
occurring amino acid sequence having at least 90 A art Necessarily, 

NO:l, is unpredictable and the fZnVc T^PhaZceutical Co. Ltd., 927 



230 USPQ 546 (BPAI 1986). 



The term fragment is recited in the instant claims with open language of comprising. The 
The term fragment immunogenic fragment refers to 

instant specification discloses on page 7 lines 1 .6, thatan n ™^ n h ^ ich retain some 

fragments of GAPIP which are P^^^^^^^^fy^ is recited in 
biological activity or immunological activity. encompa ss an antibody 

the instant claims with open language oic^^^^^^J^ residues in 
directed to a polypeptide with an indeterminate ^ that biologically active 

addition to only 5 consecutive residues of SEQ ID N^g occurring 
refers to a protein having structural, regulatory, or ta ^^SSily of GAPIP to induce a 
molecule, and discloses that immunologically active refers to ^^^^ 
specific immune response in appropriate ^ "J 5 ?^^^^^ comprising the 
G P iven that the applicant .have not 4^ %*%^^f^ and given 
amino acid sequence of SEQ ID NO . , nor ar ^^ oa y correlative teachings to 

that the instant specification does not provide with immun ogenic or 

enable one of skill to identify a ^^^^M^^ of skilllould not 
biological properties, encompassed by tne ™ etno ^ and mus one wou ld not be able to 

E£ o4e amino ac,d 
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e otjrv tt) >jO' 1 and an immunogenic fragment of SEQ ID NO: 1 , is unpredictable and 
sequence of SEQ ID NO 1 an an imm g is ^ ecessarily , and improperly extensive and 
the experimentation left to those skilled in roe an i» / USPQ2d 1016 

undue See Amgen, Inc. v. augai Phamaceu^cal Co Ltd., 927 R2d J^^£ 19g6) 
(Fed. Cir. 1991) at 18 USPQ2d 1026-1027 and Ex parte Forman, 230 USPQ 546 (BFA1 ivroj 

11. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

Specification shaH^ 

the Applicant regards as his invention. 

™ • i < a s ,nrl 1 1 1 2 and 14-17 are rejected under 35 U.S.C. § 112, second 
X^£^£f^o particuU point out and distinct* Cain, the subject 

matter which applicant regards as the invention. 

A) Claims 3, 5-6, 8 and 11-12 and 14-17 are indefinite because they depend on Claim 1 
which is a non-elected claim . 

Claims 3 5-6 8 and 1 1-12 and 14-17 are indefinite in the recitation "amino acid 
seauence of SEQ ID NO-.!" because it is not clear if open or closed language is required. 
US £^ "can**tf or the term "comprising" would overcome the rejection. 

13. An antibody directed to an isolated polypeptide consisting of the amino acid sequence of 
SEQ ID NO:l appears to be free of the prior art. 



14. No claim is allowed. 



Technology Center 1600 receptionist whose telephone number is (703) 308-0196. 

Papers related to this application may be submitted to T ^^^^ n 
facsimile transmission. Papers should be faxed to Technology ™ 
Center located in Crystal Mall 1. The faxing of such Pf« "^^^^"^r 
published in the Official Gazette, 1096 OG 30 (November 15, 1989). The CM1 Fax Center 

telephone number is (703) 305-3014. 
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